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Response to Notification of Missing Requirements under 35 U.S.C. 371 



Sir: 



In response to the Notification of Missing Requirements issued on June 27, 2005, 
a declaration executed by the inventor is submitted herewith. A copy of the Notification 
of Missing Requirements and the requisite fee are also enclosed herewith. 



..V: J 



Respectfully submitted, 

^^^^^Hochberg 
Reg. No. 24,603 
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P.C. Ooz 14S0 
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U.S. APPLICATION NUMBER NO. 



FIRST NAMED APPLICANT 



ATTY. DOCKET NO. 



10/517,849 



D Peter Hoch berg 
D Peter Hoch berg Co 
1940 E 6th Strreet 
6th Floor 

Cleveland. OH 44114 



Werner Wessling 



R00957US (#90568) 



INTERNATIONAL APPLICATION NO. 



PCT/EP03/04807 

I 



LA. FILING DATE 



PRIORITY DATE 



05/08/2003 



06/14/2002 



CONFIRMATION NO. 1323 
371 FORMALITIES LETTER 



*OC00000001 6386081* 



Date Mailed: 06/27/2005 



NOTIFICATION OF MISSING REQUIREMENTS UNDER 35 U.S.C. 371 IN THE UNITED 
STATES DESIGNATED/ELECTED OFFICE (DO/EO/US) 

The following items have been subnnitted by the applicant or the IB to the United States Patent and Trademark 
Office as a Designated / Elected Office (37 CFR 1 .495). 



• Copy of the International Application filed on 12/14/2004 

• Copy of the International Search Report filed on 1 2/1 4/2004 

• Copy of IPE Report filed on 12/14/2004 

• Copy of Annexes to the I PER filed on 12/14/2004 

• Preliminary Amendments filed on 12/14/2004 

• Information Disclosure Statements filed on 12/14/2004 

• Request for Immediate Examination filed on 12/14/2004 

• Copy of references cited in ISR filed on 12/14/2004 

• U.S. Basic National Fees filed on 12/14/2004 

• Substitute Specification filed on 12/14/2004 



The following items mOst be furnished within the period set forth below in order to complete the requirements for 
acceptance under 35 U.S.C. 371: 

i 

• - Oath ondeclaration of the inventors, J n compliance with 37 CFR 1.497(a) and (b), identifying the application 

fV\.U'f ^7'^y the International application number and international filing date. 

• ■ \<: •> ^1^^ Surcharge for providing the oath or declaration later than 30 months ft-om the priority date (37 CFR 
' . i .492(e)) is required, .... 

SUMMARY-OF FEES DUE: - 

total additional fees required for this application is $130 for a Large Entity: 
• $130 Late oath or declaration Surcharge. 
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ALL OF THE ITEMS SET FORTH ABOVE MUST BE SUBMITTED WITHIN TWO (2) MONTHS FROM THE 
DATE OF THIS NOTJCE OR BY 32 MONTHS FROM THE PRIORITY DATE FOR THE APPLICATION, 
WHICHEVER IS LATER. FAILURE TO PROPERLY RESPOND WILL RESULT IN ABANDONMENT. 

The time period set above may be extended by filing a petition and fee for extension of time under the provisions 
of37CFR 1.136(a). 

Applicant is reminded that any communications to the United States Patent and Trademark Office must be mailed 
to the address given in the heading and include the U.S. application no. shown above (37 GFR 1.5) 

A copy of this notice MUSTt>e returned witti ttie response. 



PATRICIA A BOOKER 
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PART 1 - ATTORNEY/APPLICANT COPY 
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1 ATTY. DOCKET NO. | 


10/517,849 


PCT/EP03/04807 


R00957US (#90568) 



FORM PCT/DO/EO/905 (371 Formalities Notice) 



CERTIFICATE OF MAIUNG 
I hereby certify that this document is being deposited with the United States Postal Service as First Class mail in an 
envelope addressed: Gonunissioner for Patents, P,0, Box 1450, Alexandria. Virginia 22313-1450, on the date noted below: 



Date: 



Sean Mellino 

IN THE UMTED STATES PATENT AND TRADEMARK OFFICE 



Applicant 

Serial No. : 
International App. No.: 
LA. Filing Date 
Title : 

Examiner/ Art Unit : 

Attorney Docket 

Commissioner for Patents 
P O Box 1450 

Alexandria, Virginia, 22313-1450 



Werner Wessling 
10/517,849 (Conf. No. 1323) 
PCT/EP03/04807 
May 8, 2003 

FILM-SHAPED, MUCOADHESFVE 
ADMINISTRATION FORMS FOR 
ADMINISTRATION OF CANNABIS 
AGENTS 

RO0957US (#90578) 



LETTER 

Dear Sir: 

In order to supplement the filing documents of the above-referenced U.S. national 
phase patent application, enclosed herewith is a translation of the Intemational 
Preliminary Examination Report (PCT/IPE A/409). Also enclosed are reference book 
disclosures of cannabis and tetrahydrocannabinol (THC) set forth in the present 
application. 

RespectfuUv submitted, 

D. Peter Hochberg 
Reg. No. 24,603 

D. Peter Hochberg Co., L.P.A. 
1940 Street - 6* Floor 
Cleveland, OH 44 1 14-2294 
(216) 771-3800 

1 



PATENT COOPERATION TRE/fl 

From the INTERNATIONAL BUREAU 



PCT/EP2003/0048C 



PCT 



NOTIFICATION OF TRANSMITTAL 
OF COPIES OF TRANSLATION 
OF THE INTERNATIONAL PRELIMINARY 
EXAMINATION REPORT 

(PCT Rule 72.2) 



Dale of mailinc (day/rnontli/year) 

10 March 2005 (10.03.2005) 



To: 



FLACCUS, Rolf>qi4ter 
Bussardweg 10 
50389 Wesseling 
ALLEMAGNE 



\ i 



Applicant's or agent's file reference 
LTS 2002/005 PCT 



IMPORTANT NOTIFICATION 



iinemaiional application No. 
PCT/EP2003/004807 



Iniernaiional filing dale (day/montliAear) 

08 May 2003 (08.05.2003) 



Applicant 



LTS LOHMANN THERAPIE-SYSTEME AG et al 



1 . Transmittal of the translation to the applicant 

The Liiernaiional Bureau iransmiis herewith a copy of the English translation made by the Iniernaiional Bureau of the iniernaiional 
preliminary examination report established by the International Preliminary Examining Authority. 



2. Transmittal of the copy of the translation to the elected OfQces. 

The hiternational Bureau notifies the applicant that copies of that Uranslation have been transmitted to the following elected Offices 

requiring such translation: 

CA. CN, KR, RU 

The following elected Offices, having waived the requirement for such a transmiiial at this time, will receive copies of that translation from 
the International Bureau only upon their request: 

AU, BR, EP, IL, IN, JP, MX, NZ, PH, PL, US, ZA 



3. Reminder regarding translation into (one of) the official )anguage(s) of the elected Ofnce(s). 

The applicant is reminded that, where a translation of the inteniaiional application must be furnished to an elected Office, that translation 
must contain a translation of any annexes to the international preliminary examination report. 

It is the applicant's responsibility to prepare and furnish such translation directly to each elected Office concerned (Rule 74.1). See 
Volume 11 of the PCT Applicant's Guide for further details. 



The International Bureau of WIPO 
34, chemin des Colombeties 
121 1 Geneva 20, Switzerland 



Facsimile No.441 22 740 14 35 



Authorized officer 



Ellen Moyse 



Facsimile No. 4-41 22 338 89 75 



Form PCT/IB/338 (July 1996) 



PATENT COOPERATION TREATY 

PCT 

INTERNATIONAL PRELIMINARY EXAMINATION REPORT 
(PCT Article 36 and Rule 70) 



Applicant's or agent's file reference 
LTS 2002/005 PCT 


wnTjmroxWFP AnxTOM Notification of Transmittal of International 
1<UK 1? UKi tiiLic ACiiuiN Preliminary Examination Report (Form PCT/IPEA/416) 


International application No. 

PCT/EP2003/004807 


International filing date (day/mofitli/year) 
08 May 2003 (08.05,2003) 


Priority date (day/month/year) 

14 June 2002 (14.06.2002) 


International Patent Classification (IPC) or national classification and IPC 
A61K9/00 


Applicant 

LTS LOHMANN THERAPIE-SYSTEME AG 



1 . This international preliminary examination report has been prepared by this International Preliminary Examining Authority 
and is transmitted to the applicant according to Article 36. 



This REPORT consists of a total of 



. sheets, including this cover sheet. 



This report is also accompanied by ANNEXES, i.e., sheets of the description, claims and/or drawings which have been 
amended and are the basis for this report and/or sheets containing rectifications made before this Authority (see Rule 
70.16 and Section 607 of the Administrative Instructions under the PCT). 



These annexes consist of a total of 



. sheets. 



3. This report contains indications relating to the following items: 
Basis of the report 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

Certain documents cited 

Certain defects in the international application 

Certain observations on the international application 



I 


I2SI 


n 


□ 


ni 




IV 


□ 


V 




VI 


□ 


VII 


□ 


VIII 


□ 



Date of submission of the demand 

06 September 2003 (06.09.2003) 


Date of completion of this report 

28 September 2004 (28.09.2004) 


Name and mailing address of the IPEA/EP 

Facsimile No. 


Authorized officer 
Telephone No. 



Form PCT/IPEA/409 (cover sheet) (July 1998) 



INTERNATIONAL PRELBMINARY EXAMINATION REPORT 



International application No. 

PCT/EP2003/004807 



I. Basis of the report 



1. With regard to the elements of the international application:* 
I I the international application as originally filed 
the description: 

pages 1-8 

pages 

pages _____ 



, as originally filed 

, filed with the demand 



, filed with the letter of 



the claims: 

pages 

pages 

pages 

pages 



^ , as originally filed 

, as amended (together with any statement under Article 19 

, filed with the demand 



1-16 



. , filed with the letter of 31 March 2004 (31.03.2004) 



□ 



the drawings: 

pages 

pages 

pages 



, as originally filed 
, filed with the demand 



filed with the letter of 



I I the sequence listing part of the description: 
pages 

pages 

pages 



, as originally filed 

filed with the demand 



filed with the letter of 



With regard to the language, all the elements marked above were available or furnished to this Authority in the language in which 
the international application was filed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language which is: 

I I the language of a translation furnished for the purposes of international search (under Rule 23.1 (b)). 

□ 

the language of publication of the international application (under Rule 48.3(b)). 

the language of the translation furnished for the purposes of international preliminary examination (under Rule 55.2 and/ 

or 55.3). 

With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the international 
preliminary examination was carried out on the basis of the sequence listing: 



4. 



□ 
□ 
□ 
□ 
□ 

□ 
□ 



contained in the international application in written form. 

filed together with the international application in computer readable form. 

fiimished subsequently to this Authority in written form. 

furnished subsequently to this Authority in computer readable form. 

The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 

international application as filed has been furnished. 

The statement that the information recorded in computer readable form is identical to the written sequence listing has 
been furnished. 

The amendments have resulted in the cancellation of: 

I I the description, pages 

I ] the claims, Nos. 

the drawings, sheets/fig 



- I I This report has been established as if (some of) the amendments had not been made, since they have been considered to go 

• ' — * beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)).** 

* Replacement sheets which have been furnished to the receiving Office in response to an invitation under Article J 4 are referred to 
in this report as "originally filed'* and are not annexed to this report since they do not contain amendments (Rule 70. J 6 
and 70.17). 

**Any replacement sheet containing such amendments must be referred to under item I and annexed to this report. 



Form PCT/IPEA/409 (Box I) (July 1998) 



INTERNATIONAL PRELIMINARY EXAMINATION REPORT 



International application No. 

PCT/EP2003/004807 



HI. Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 



1. The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non obvious), or to be 
industrially applicable have not been examined in respect of: 

I ) the entire international application. 

^1 claims Nos. 13-16 



because: 



\7| the said international application, or the said claims Nos. 
^— ^ relate to the following subject matter which does not req 



13-16 



require an international preliminary examination (specify): 



SEE SUPPLEMENTAL SHEET 



□ the description, claims or drawings (indicate particular elements below) or said claims Nos. . 
are so unclear that no meaningful opinion could be formed (specify)'. 



□ the claims, or said claims Nos. 
by the description that no meaningful opinion could be formed. 

[ I no international search report has been established for said claims Nos. 



. are so inadequately supported 



2. A meaningful international preliminary examination cannot be carried out due to the failure of the nucleotide and/or amino acid 
sequence listing to comply with the standard provided for in Annex C of the Administrative Instructions: 



I [ the written form has not been furnished or does not comply with the standard. 

I [ the computer readable form has not been furnished or does not comply with the standard. 



Form PCT/IPEA/409 (Box III) (July 1998) 
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International application No. 


INTERNATIONAL PRELIMINARY EXAIVHNATION REPORT 


PCT/EP 03/04807 


Supplemental Box 




(To be used when the space in any of the preceding boxes is not sufficient) 




Continuation of: 1 1 1 . 1 . 



Claims 13-16 relate to subject matter which, in the 
opinion of this Authority, falls under PCT Rule 67.1(iv). 
Consequently, no expert opinion has been established in 
respect of the industrial applicability of the subject 
matter of said claims (PCT Article 34(4) (a) (i) ) . 



FonnPCT/rPEA/409 (Supplemental Box) (January 1994) 



INTERNATIONAL PRELIMINARY EXAMINATION REPORT 



International application No. 
PCT/EP 03/04807 



V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 



1 . Statement 

Novelty (N) 

Inventive step (IS) 
Industrial applicability (lA) 



Claims 
Claims 

Claims 
Claims 

Claims 
Claims 



4-8 



1-3, 9-16 



1-16 



1-12 



YES 
NO 
YES 
NO 

YES 
NO 



2- Citations and explanations 

Reference is made to the following document 
Dl: WO 99/15210 A 



1 - Clarity 

The subject matter of independent claims 1 and 9 does not 
satisfy the requirements of PCT Article 6, since the terras 
^'cannabis extract" and "'cannabis oil" are vague and 
unclear. Neither the claims nor the description defines 
what composition such an extract or oil should have or how 
it should be obtained. For this reason, any material 
obtained from cannabis or any mixtures of such ingredients 
could be considered "'cannabis extract'' or ''cannabis oil". 
Therefore, a person skilled in the art cannot determine 
the scope of protection for claims 1 and 9. 

2 - Novelty 

Notwithstanding the lack of clarity mentioned above, the 
subject matter of claims 1-3 and 9-16 additionally lacks 
novelty within the meaning of PCT Article 33(2) . 
1 - Document Dl discloses a film-like bioadhesive 
composition for the topical administration of active 
substances (claims l, is, 22 and 23; page 1, first 
paragraph) . Tetrahydrocannabinols are mentioned in the 
list of "antinauseant drugs" (see pages 31 and 32, point 

FormPCT/IPEA/409 (BoxV) (January 1994) ' " ~ 



INTERNATIONAL PRELIMINARY EXAMINATION REPORT 



International application No. 
PCT/EP 03/04807 



50), and the subject matter of claims 1-3 and 9-16 is thus 
not novel over Dl . 

2 - The subject matter of claims 4-8 is considered novel. 

3 - Inventive Step 

1 - In the absence of novelty, an inventive step cannot be 
acknowledged for the subject matter of claims 1-3 and 9-16 
(PCT Article 33 (3) ) . 

2 - Dependent claims 4-8 apparently do not contain any 
features that could substantiate an inventive step, since 
the application does not indicate any unexpected effects 
or properties of the subject matter of these claims. 

4 - Industrial Applicability 

The subject matter of claims 1-12 satisfies the 
requirements of PCT Article 33(4) (see also Box III). 
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